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DETAILED ACTION 
Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 

invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

2. Claims 1-6 and 28 are rejected under 35 U.S.C. 103(a) as being unpatentable 
Simon (5,346,497) in view of Strukel et al. (5,725,495). Simon discloses the invention 
substantially as claimed. Simon discloses, at least in figures 1, 2, 4-9 and 13 and in col. 
4, line 58 to col. 5, line 42; an apparatus including a sheath (3) including a distal end 
having a cutting edge (5), a tooth (12) extending towards the inner bore in a direction 
substantially orthogonal to the cutting edge, and markings on the outer surface (8) that 
may correspond to an amount of insertion into bone tissue. However, Simon does not 
disclose a tube with proximal and distal ends and at least one recess or aperture 
spaced apart from the distal end and extending at least part way from an inner surface 
of the tube to an outer surface of the tube or beginning a predetermined distance away 
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from the distal end of the tube and running toward the proximal end of the tube. 
However, Simon does disclose that a "remainder" of an "infusion/aspiration device" is 
applied within the lumen of the sheath. Strukel et al. teach, at least in figures 20A, 23A, 
25A, 26A, and 27A and col. 6, lines 43-56 and col. 7, lines 13-32; an infusion/aspiration 
device, where the device includes a sheathed tube (16) with proximal and distal ends an 
a plurality of recesses or apertures (18) each extending from an inner surface of the 
tube to an outer surface of the tube and running towards the proximal end of the tube 
and beginning a predetermined distance away from the distal end of the tube. It would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made, in view of Strukel et a!., to modify the apparatus of Simon, so that it includes a 
tube as claimed. Such a tube would allow the efficient aspiration of cut tissue and/or 
irrigation fluid and even aid in the emulsifying of tissue in, for example, certain types of 
cataract surgery. 

Simon also does not disclose that the tube has a mating element or handle at its 
proximal end and that the sheath includes a connector for removable engagement with 
the mating element. Strukel et al. further teach, at least in figures 28, 29, 51 and 52, 
that the tube (16) has a mating element (proximal shoulder-like portion of 16) or a 
handle removably engaged with a sheath (22 or 88), which includes a connector 
(proximal portion of 22 connected near a shoulder-like portion of 1 6 or area A of 88). It 
also would have been obvious to one having ordinary skill in the art at the time the 
invention was made, to modify the tube and sheath of Simon, so that they respectively 
have a mating element and connector as claimed. Such modifications would allow a 
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fluid-tight connection between the tube and sheath and prevent leakage of irrigation 
fluid from the apparatus and would provide a location for grasping and manipulation of 
the device. 

Note: The introductory statement of intended use("for harvesting plugs from 
bone tissue") has been carefully considered but deemed not to impose any structural 
limitations on the claims patentably distinguishable over the device of Simon or Simon 
in view of Strukel et al., which is capable of being used as claimed if one desires to do 
so. In other words, the recitation with respect to the manner in which a claimed 
apparatus is intended to be employed does not differentiate the claimed apparatus from 
a prior art apparatus satisfying the claimed structural limitations. Ex parte Masham, 2 
USPQ2d 1647 (1987). 

3. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Simon 
(5,346,497) in view of Strukel et al. (5,725,495), and further in view of Torrie et al. 
(6,358,253). Simon in view of Strukel et al. discloses the invention substantially as 
claimed. Simon in view of Strukel et al. discloses an apparatus for harvesting tissue, 
but does not disclose an apparatus including a bone plug formed from articular cartilage 
and underlying bone tissue. Torrie et al. teach, at least in col. 7, line 39 to col. 8, line 
21 , an apparatus including a harvested bone plug (87) formed from articular cartilage 
(86) and underiying bone tissue. It would have been obvious to one having ordinary 
skill in the art at the time the invention was made, in view of Torrie et al., to include a 
bone plug formed from articular cartilage and underlying bone tissue with the apparatus 
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of Simon in view of Strukel et al. Such a bone plug would allow the repair and 
replacement of bone that is covered with damaged cartilage. 

Response to Amendment 
4. Applicant's arguments with respect to claims 1-7 and 28 have been considered 
but are not persuasive. That is, the combination of Simon and Strukel indeed renders 
obvious claims 1-6 and 28. First, the Examiner agrees with the Applicant in that Simon 
discloses a device with a cutting element and/or irrigation fluid. The Examiner 
acknowledged as much in the rejection above. However, Simon does not disclose a 
tube having proximal and distal ends and at least one recess or aperture spaced apart 
from the distal end as claimed. In other words: Yes, Simon discloses a device with 
irrigation/aspiration, but Simon does not disclose the configuration of the device for 
irrigation/aspiration. Specifically in col. 5, lines 38-42, Simon states "And further means, 
also not shown and also contained in the remainder of the infusion/aspiration device, 
will be provided for aspirating, through the tube's [element 3] interior space 1 1 
[characterized as a "lumen" by the Examiner in the rejection above], irrigating fluid and, 
e.g., pieces of the lens broken off by the device's cutting or abrading action during 
cataract surgery." Thus, the teachings of Strukel regarding a tube configuration (i.e., 
inter alia, at least one recess or aperture in the tube) and sheath were combined with 
Simon to cure the deficiencies of Simon. And one of ordinary skill in the art would 
combine the references, so that not only would a tube, as taught by Strukel, provide 
efficient irrigation/aspiration, it would also advantageously aid in the emulsification of 
tissue in cataract surgery. In short, the modification of Simon with the teachings of 
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Strukel indeed provides a beneficial result and an invention satisfactory for its intended 
purpose. 

With respect to arguments regarding the teachings of Torrie: Torrie was only 
combined with Simon and Strukel for the specific teaching of the harvesting of bone 
tissue and cartilage, where Simon in view of Strukel discloses the harvesting of tissue 
from "various parts of the body." (Simon, col. 1, lines 12-20). 

Conclusion 

5. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julian W. Woo whose telephone number is (571) 272- 
4707. The examiner can normally be reached Mon.-Fri., 7:00 AM to 3:00 PM Eastern 
Time, alternate Fridays off. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571 ) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is (571) 273-8300, 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/Julian W. Woo/ 

Primary Examiner, Art Unit 3773 



